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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 23 January 2006 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 58-76.96.98. 100.102, 103. 105. 106. 108. 109. 111.112 and 1 14-139 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 58-76.96.98. 100.102.103.105. 106. 108. 109. 111.112 and 1 14-139 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on January 23, 2006 has been entered. 

Claim Rejections 35 U.S.C. 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

3. Claims 58-76, 96,98,100,102, 103,105, 106,108, 109,111, 112, 114-139 are rejected 
under 35 U.S.C. 103(a) as being unpatentable over Claims Kirk (USPN 4966779) in view of 
each of Parfitt (Martindale 32 nd ed pp. 1358-1359, 1366-1370), Winstrom et al. (USPN 
3708583), Tipton et al. (USPN 5,747,058), Ames et al. (USPN 3,639,587), and Alderman et al. 
(USPN 4,678,516), and in further view of Bergemann et al (USPN 6,096,699). 

4. Kirk teaches water miscible emulsified formulations for use as nutritional additives to 
food products (col. 1, lines 7-13). The composition is taught to comprise 5-55% of a vitamin 
component, 3-30% of an oil component, 0.5-10% of a modified lecithin (nonionic emulsifier), 
3.5-12% of sorbitan fatty acid ester (nonionic emulsifier), 5-30% water, and 0.5-10% propylene 
glycol (col. 1, lines 25-43; col. 4, lines 12-16). Vitamins A, D, E and K are taught as useful in the 
invention (col. 2, lines 10-14). Preservatives are optional components of the composition (col. 4, 



Application/Control Number: 09/92 1 ,947 Page 3 

Art Unit: 1617 

lines 23-27). Kirk does not specifically teach the preferred preservatives, an alkyl lactate, the 
preferred vitamins or the preferred concentrations. 

5. Parfitt teaches that Vitamin A is known in the ad to consist of either retinol or its esters, 
including the propionate (p. 1358, col. 1). Parfitt also teaches that Vitamin E is known in the art 
to include dl-Alpha tocopheryl acetate (p. 1369, col. 1-2). 

6. Winstrom et al. teaches a vitamin additive for addition to animal feeds (col. 1, lines 4-5). 
The additive is taught to comprise vitamins A, D2, D3, and E (col. 2, lines 5-8). Vitamin A 
compounds useful in the invention are selected from Vitamin A palmitate and Vitamin A acetate 
(Vitamin A precursors) (col. 3, lines 1-42). Winstrom et al. also teaches the use of antioxidants to 
prevent biological deterioration and degradation of the vitamins (col. 6, lines 5-7). Ethoxyquin is 
taught to be a preferred agent for protecting the vitamins from deterioration and degradation (col. 

6, lines 8-26). Ethoxyquin is exemplified as comprising 1.5% of an additive composition (col. 8, 
lines 30-45). Other preservatives are also taught to be useful, e.g., BHT, BHA, sorbic acid 
(fungicide), etc. (col. 6, lines 26-31). 

7. The Tipton et al. patent teaches high viscosity liquid compositions useful for the delivery 
of biologically active substances (See Column 1, lines 4-5; and Column 6, Lines 50-52). This 
composition can be administered by a variety of means, including topically, orally, or 
parenterally (See Column 10, Lines 39-49). Vitamins, such as vitamin E, are included among the 
possible biologically active substances useful for this composition (See Column 6, Lines 62-63; 
and Column 8, Line 1 5). Ingredients that may comprise this composition include oils and fats 
such as vegetable oil and corn oil (See Column 9, Lines 49-54); non-ionic surfactants, preferably 
polyoxyethylene sorbitan fatty acid esters (See Column 11, Lines 40-54); co-surfactants 
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including ethyl alcohol, propylene glycol, and non-ionic surfactants such as polyethylene glycol 
(See Column 11, Line 60 to Column 12, Line 12). It is preferred that a solvent also be included 
in the formulation, as a viscosity-decreasing agent. The presence of such a solvent allows for 
easier flow and easier formulation as an emulsion (Sec Column 5, Lines 50-57,. and Column 10s 
Lines 50-52). Suitable solvents include ethanol and ethyl lactate (See Column 10, Lines 1 5-16), 
and wherein the amount of solvent may be in the range of 10-50% (claims 6-7). Ames et al. 
teaches that ethyl lactate is particularly useful in pharmaceutical compositions comprising 
vitamins A E and/or D, wherein the amount may be in the amount of 1-40%. See, particularly, 
col. 5, lines 10-18, and claim 1. Alderman et al. teaches that ethyl lactate and butyl lactate are 
similarly useful as pharmaceutical acceptable excipients. See, particularly, the abstract, and col. 
5, lines 24-25. Bergemann et al. teach that C1-C4 alkyl lactate ester (10-90%) forms safe 
organic solvent with fatty ester with preferred flash point in excess of 212 °F. See, particularly, 
col. 3, line 27 to col. 4, line 5. Therefore, Tipton, Ames et al., Alderman et al. and Bergemann et 
al as whole reveal that lactate esters are well-known pharmaceutical or food acceptable 
excipients, particularly useful as solvent, viscosity modulator, etc. and provide safe feature as 
part of solvent. 

8. Therefore, it would have been obvious to one of ordinary skill in the art at the time of the 
invention to utilize the specific vitamins are as herein claimed because (1) Kirk teaches the use 
of Vitamins A, D and E in general; (2) Winstrom et al. specifically teaches Vitamin Da as a 
vitamin D compound useful in feed additives; and (3) Parfitt teaches the vitamin compounds, 
instantly claimed as vitamin precursors, as known in the art to be useful as A and E vitamins. 
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One would have been motivated to utilize the specific vitamins as instantly claimed because of 
an expectation of success in preparing a nutritional feed additive, as taught by Kirk. 

9. It would have been obvious to one of ordinary skill in the art at the time of the invention 
to modify the vitamin compositions of Kirk or Winstrom et al. by incorporating alkyl lactate 
ester to the composition, either as part of the solvent, or as viscosity modulator because alkyl 
lactate esters are well-known pharmaceutical and food acceptable excipients and particularly as 
solvents or viscosity modulator, and further because alkyl lactate ester with fatty ester are known 
to form a safe solvent system. 

10. It would have been obvious to one of ordinary skill in the art at the time of the invention 
to add the preservatives ethoxyquin and sorbic acid to the composition of Kirk because (1) Kirk 
and Winstrom are both directed to food additive compositions 1 , (2) Kirk teaches the addition of 
preservatives, in general, to the composition 1 , (3) Winstrom et al. teaches that ethoxyquin is a 
preferred agent for protecting the vitamins from deterioration and degradation 1 , (4) Winstrom et 
al. teaches that sorbic acid is a preservative optionally added to the composition. One would have 
been motivated to add the preservatives of Winstrom et al. to the composition of Kirk et al. 
because of an expectation of success in preserving the composition in general, as taught by Kirk, 
and preparing a food additive composition wherein the vitamins are protected from deterioration 
and degradation, as taught by Winstrom et al. 

11. It would have been obvious to one of ordinary skill in the art to prepare a composition 
with the concentrations as instantly claimed because the claimed concentrations overlap with 
those as taught by the combined references. It is well established that "where the general 
conditions of a claim are disclosed in the prior ad, it is not inventive to discover the optimum or 
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workable ranges by routine experimentation." In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 
235 (CCPA 1955). 

Response to the Arguments 
Applicants' amendments and remarks submitted January 23, 2006 have been fully 
considered, but are moot in view of the new ground rejection. 

12. In response to applicant's argument that the examiner has combined an excessive number 
of references, reliance on a large number of references in a rejection does not, without more, 
weigh against the obviousness of the claimed invention. See In re Gorman, 933 F.2d 982, 18 
USPQ2d 1885 (Fed. Cir. 1991). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shengjun Wang whose telephone number is (571) 272-0632. The 
examiner can normally be reached on Monday to Friday from 7:00 am to 3:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan, can be reached on (571) 272-0629. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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